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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service 

Food and Drug Administration 
b College Park, MD 

Ms. Susan D. Brienza 
Patton Boggs LLP 
Attorneys at Law 
1660 Lincoln Street 
Suite 1900 
Denver, Colorado 80264 

Dear Ms. Brienza: 

This is in response to your letter to the Food and Drug Administration (FDA) dated 
April 5,2002 and amended on April 23,2002 that was filed with FDA on April 29,2002. 
Your notification concerns the new dietary ingredient IronAidTM (Iron Protein 
Succinylate--an iron-protein complex consisting of ferric iron (5%  elemental iron) 
wrapped in m ilk casein) (IPS) or ITF 282) that is manufactured by Italfarmaco Spa of 
Italy, that you represent as a subsidiary, Chemi Nutraceuticals, Inc. (Chem i Nutra in the 
United States). 

The law at 21 U.S.C. 350b(a)(2) requires that a manufacturer or distributor submit certain 
information to FDA at least 75 days before a new dietary ingredient or dietary supplement 
containing it is introduced or delivered for introduction into interstate commerce. This 
information must include the basis on which the manufacturer or distributor has concluded 
that the new dietary ingredient or a dietary supplement containing it will reasonable be 
expected to be safe. FDA reviews this information to determ ine whether it provides an 
adequate basis for such a conclusion. Under 21 U.S.C. 35Ob(a)(2), there must be a history 
of use or other evidence of safety establishing that the dietary ingredient, when used under 
the conditions recommended or suggested in the labeling of the dietary supplement, will 
reasonably be expected to be safe. If this requirement is not met, the dietary supplement is 
deemed to be adulterated under 21 U.S.C. 342(f)(l)(B) because there is inadequate 
information to provide reasonable assurance that the new dietary ingredient does not 
present a significant or unreasonable risk of illness or injury. 

FDA has carefully considered the information in your notification that you relied upon to 
conclude that IronAidTM will reasonably be expected to be safe and has concerns about 
your recommended conditions of use. Recommendations to address our concerns are the 
following: 
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l  Limi t  da i ly  dosage  to  a n  a m o u n t th a t, w h e n  comb ined  with fo o d  intake, wou ld  n o t 
de l iver  m o r e  th a n  th e  uppe r  lim it (UL)  es tab l i shed by  th e  N a tiona l  A cademy  o f 
S c iences (NM):  

The  U L  dai ly  in take o f i ron is 4 0  m g  fo r  infants a n d  ch i ld ren a n d  is 4 5  m g  fo r  
adu l ts.’ The  i ron intake es tim a tes  from  d ie t a re  15- l  6  m g  fo r  infants, 16- l  8  m g  fo r  
ch i ld ren 9 -13  years,  a n d  29 -93  m g  fo r  adu l ts2 Because  your  r e c o m m e n d e d  serv ing 
s ize ranges  from  2 0  m g  to  8 0 0  m g  o f I ronA idTM IP S  (1  to  4 0  m g  o f to ta l  e l e m e n ta l  
i ron)  taken  twice per  day , your  cond i tions  o f use  cou ld  exceed  th e  N A S  U L  fo r  i ron 
intake. 

l  Use  appropr ia te  packag ing  a n d  consumer  warn ings : 

I ron-conta in ing d ie tary  supp lemen ts m u s t b e  packaged  in  comp l iance  with 
2 1  CFR  P a r t 1 1 1 .5 0 . It has  b e e n  n o te d  th a t acc iden ta l  overdose  o f i ron-conta in ing 
p roduc ts is a  lead ing  cause  o f fa ta l  po ison ing  in  ch i ld ren unde r  6 . Consumers  
shou ld  b e  adv ised  to  keep  th e  p roduc t o u t o f reach  o f ch i ld ren a n d , in  case  o f 
acc iden ta l  overdose , to  cal l  a  doc tor  o r  po ison  con trol cen ter  immed ia tely. Fur the r , 
because  th e  p roduc t con ta ins  casein,  a  m ilk p ro te in , th e  ingred ien t list shou ld  
inc lude th is  inform a tio n  so  th a t ind iv idua ls  wi th m ilk a l lerg ies can  take  appropr ia te  
ac tio n . 

A lth o u g h  w e  a re  n o t find ing  a t th is  tim e  th a t th e  bas is  o n  wh ich  you  have  conc luded  th a t a  
d ie tary  supp lemen t con ta in ing  I ronA idTM wi l l  reasonab ly  b e  expec te d  to  b e  sa fe  is 
i nadequa te , F D A  is n o t p rec luded  from  tak ing  ac tio n  in  th e  fu tu re  aga ins t a  d ie tary  
supp lemen t con ta in ing  I ronA idTM if it is fo u n d  to  b e  adu l te ra te d  or  m isb randed . It is th e  
m a n u fac turer’s or  distr ibutor’s responsib i l i ty  to  ensure  th a t any  d ie tary  ingred ien t 
con ta ined  in  a  d ie tary  supp lemen t is sa fe  a n d  proper ly  labe led . Im p o r ta n tly, n e w  d ie tary  
ingred ien ts fo r  use  in  d ie tary  supp lemen ts th a t F D A  has  rev iewed th rough  th e  p remarke t 
n o tif ication process  a re  n o t “approved” or  “a u thor i zed” by  th e  agency . 

Y o u r  n o tif ication wi l l  b e  kep t con fid e n tia l  fo r  9 0  days  from  th e  d a te  o f its receipt.  A fte r  
June  5 ,2 0 0 2 , your  n o tif ication wi l l  b e  p laced  o n  pub l ic  d isp lay a t F D A ’s Docke ts 
M a n a g e m e n t B ranch  in  docke t n u m b e r  958 -03  1 6 . However , any  t rade secret  o r  o therw ise  
con fid e n tia l  commerc ia l  inform a tio n  in  th e  n o tif ication wi l l  n o t b e  d isc losed to  th e  publ ic .  

P r ior  to  July 2 8 ,2 0 0 2 , you  m a y  w ish to  i den tify in  wr i t ing speci f ical ly w h a t inform a tio n  
you  be l ieve  is p ropr ie tary  in  your  cur ren t n o tif ication fo r  F D A ’s cons idera tio n . 

’ Dietary Re ference  Intakes for v i tamin A , v i tamin K , arsenic,  boron ,  chromium,  coppers ,  iod ine,  i ron, 
manganese ,  mo l ybdenum,  nickel,  si l icon, vanad ium,  a n d  zinc: a  repor t  o n  thepane l  o n  Micronutr ients,  
S tand ing  Commi t tee  o n  the Scient i f ic Eva luat ion  of Dietary Re ference  Intakes, F o o d  a n d  Nutr i t ion Board ,  
Institute of Medic ine,  2001 .  
2  Nat iona l  Center for  Hea l th  S tatistics, Un i ted S tates Depar tment  of Hea l th  a n d  H u m a n  Serv ices:  T h e  Th i rd  
Nat iona l  Hea l th  a n d  Nutr i t ion Examina t ion  Survey  ( N H A N E S  III), 1988-94 ,  Un i ted S tates Deparhren t  of 
Hea l th  a n d  H u m a n  Serv ices,  Wash ing ton ,  D.C., 1996 .  
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.- kevertherless, our Center’s Freedom of Information Offker has the authority to make the 
final decision about what information in the notification should be redacted before it is 
posted at Dockets 

Please contact us at (301) 436-237 1, if you have any questions concerning this matter. 

Sincerely yours, 

Felicia B. Satchel1 
Director 
Division of Standards 

and Labeling Regulations 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 
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Ms. Susan D. Brienza 
Patton Boggs LLP 
Attorneys at Law 
1660 Lincoln Street 
Suite 1900 
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Dear Ms. Brienza: 

This letter amends and supplants our letter dated Ju$ 12,2002 concerning your 
notification for the new dietary ingredient IronAidT 

Our first letter responded to your letter to the Food and Drug Administration (FDA) dated 
April 5,2002 and amended on April 23,2002 that was filed with FDA on April 29,2002. 
Your notification concerns the new dietary ingredient IronAidTM (Iron Protein 
Succinylate-an iron-protein complex consisting of ferric iron (5% elemental iron) 
wrapped in milk casein) (IPS) or ITF 282) that is manufactured by Italfarmaco Spa of 
Italy, that you represent as a subsidiary, Chemi Nutraceuticals, Inc. (Chemi Nutra in the 
United States). 

The law at 2 1 U.S.C. 350b(a)(2) requires that a manufacturer or distributor submit certain 
information to FDA at least 75 days before a new dietary ingredient or dietary supplement 
containing it is introduced or delivered for introduction into interstate commerce. This 
information must include the basis on which the manufacturer or distributor has concluded 
that the new dietary ingredient or a dietary supplement containing it will reasonably be 
expected to be safe. FDA reviews this information to determine whether it provides an 
adequate basis for such a conclusion. Under 21 U.S.C. 350b(a)(2), there must be a history 
of use or other evidence of safety establishing that the dietary ingredient, when used under 
the conditions recommended or suggested in the labeling of the dietary supplement, will 
reasonably be expected to be safe. If this requirement is not met, the dietary supplement is 
deemed to be adulterated under 2 1 U.S.C. 342(f)(l)(B) because there is inadequate 
information to provide reasonable assurance that the new dietary ingredient does not 
present a significant or unreasonable risk of illness or injury. 

Although we are not finding at this time that the basis on which you have concluded that a 
dietary supplement containing IronAidTM will reasonably be expected to be safe is 
inadequate, FDA is not precluded from taking action in the future against a dietary 
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supplement containing IronAidTM if it is found to be adulterated or misbranded. 
Importantly, new dietary ingredients for use in dietary supplements that FDA has reviewed 
through the premarket notification process are not “approved” or “authorized” by the 
agency. Please be advised that it is the manufacturer’s or distributor’s responsibility to 
ensure that a dietary supplement product marketed in the United States complies with all 
applicable requirements of the Federal Food, Drug and Cosmetic Act and implementing 
regulations in Title 21 of Code of the Federal Regulations as well as any other applicable 
Federal laws and regulations. 

Your notification will be placed on public display at FDA’s Dockets Management Branch 
in docket number 95S-03 16. However, any trade secret or otherwise confidential 
commercial information in the notification will not be disclosed to the public. 

We have received your July 19, 2002 letter requesting redaction of information you believe 
is proprietary in your notification. FDA will consider your request. Nevertheless, our 
Center’s Freedom of Information Officer has the authority to make the final decision about 
what information in the notification should be redacted before it is posted at Dockets. 

Please contact us at (301) 436-2371, if you have any questions concerning this matter. 

Sincerely yours, 

Felicia B. Satchel1 
Director 
Division of Standards 

and Labeling Regulations 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 


